
BQ CONG THUOIYG ceNG HoA xA uqt cnt xcuil YIEr NAM
DQc lfp - Ts do - H4nh phfc

s6: 1 I Z?ccN-scr Ha N|i nsdy &,A thdng 7 ndm 2023

cIAv CHLNG NHAN
DANG Kf HO4T DQNG THIINGHIE,M

Cdn crb LuAt Chiit tuqng sdn phiim, hdng h6a ngdy 21 thdng I I ndm 2007;

Cdn ctb NShi dinh sO 76/2022/ND-CP ngay 29 thdng 11 nim 2022 ctn Chinh phil

quy dinh chtlc ndng, nhiQm W, quyAn hgn vd co cdu t6 ch*c ctn B0 C6ng Thuong;

Cdn cdr NShi clinh s6 107/2016/ND-CP ngdy 0t thdng 7 ndm 2016 cila Chinh

phfi quy dinh v-i diiu ki€n kinh doanh dichvu ildnh gid sr phil h.op;

cdn c* Nshi dinh s6 154/2018/ND-CI ngdy 09 thdng 11 ndm 2018 cila

Chinh phil s*a i\i,-'Ua ,ung, bdi b6 m1t si| q"y-ann ,i dtiu kien ddu':' f*h,
doanh'trong lTnh vrtc qudn ti,"na nu6c cila B0 Khoa hpc vd c6ng nghe vd m1t s6

quy dlnhvi ttem ffa chuYAn ngdnh;

xa da ngh! ctia v1t truong v1t Khoa h,c vd c6ng nghc, BQ C6ng Thuong

chrimg nhdn:

1. C6ng ty TNHH MOt thanh vi6n ViQn Thu6c 16

Dia chi li6n l?c: Ng6 133, iludng Nguy6n Trai, phudng Thucr,ng Dinh, quan

Thanh XuAn, thenh PfrO Ua NQi;

DiQn thoai: 02438584666;

Fa<:

Email: vilas098@Yahoo.com.

Dd cldng ky hopt ctQne d6nh gi6 sg phtr hqp ct$i voi,nganh p6ng Thucmg trong

tinh 4rc thir nghie; d6i;6i c6c in pila* thutic la, thuoc 16 ilii5u, xi gi vd c6c san

pham iien qu*-(chi ti6t ffong phU lW kdm theo Gi6y chtmg nhan ndy).

3: lllTr#',l,fif,6 hiQu ruc 05 n6m k6 tir ngdv kr./

Noi nhQn:
-NhuMpc 1;

- BQ truong (d6 b/c);
- Trang MOIT (tteng th6ng b6o);

- Ti5ng-cpc rieu cnuan dolucrng ch6t luqng (d6

- Luu: VT, KHCN, dieudx.
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PHU LVC
DAI\H MVC cAc sAN iHAM HANG HoA

TRONG LrNH Wc rntl NcnrPvr
(Kim theo Gidy chung nhQn t61 g 2 2 /GCN-BCT ,sdyl,6 thdng 7 ndm 2023

cila BQ truon-gZQ C6ng Thuong)
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TT
TGn sin phim

hirng h04- Chi tiOu thfr nghiQm Phuong phip thir
Gidi h4n tlinh

luong/Phem vi do

I
Thu6c h vd
circ san phAm

thu6c 16

fn,rOt ta vd sin Ph6m
thu6c 16 -Xdc tlinh du
luqng silic dioxit khdng

tan trong axit clohidric

TCVN 5076:2001
(ISO 2817:1999)

0,01yo

2
Thu6c 16 di6u Thu6c 16 di6u - X6c

dinh chu vi diiiu
TCVN 6668:2000 (15,5.-28,5) mm

3

-ThreltetiiSu;
Thu6c 16 eti€u

ddu 19c

Thu6c 16 dii5u dAu lqc -
X6c dinh chi6u dAi

phan thuiSc

TCVN 6669:2000 D6n: 150 mm

4

Th.&lteli6u;
Thu6c 16 cli6u

dAu lqc

Thu0c 16 ttiOu dAu lqc -
X6c dinh chitiu dai

phan dAu tqc

TCVN 6670:2000 Di5n: 150 mm

5 Thu5c 16 ilii5u

16 - Xbc
dinh hAm luqxg bui TCVN 6671:2000 Di5n: 100 %

6 Thu6c 16 dii5u
Thui5c 16 ilitiu - X6c

dinh ty l0 bong hO
TCVN 6672:2000 Di5n: 100 %

7 Thu6c 16 tlii5u

TCVI{ 6674-
l:2002

(rso 3ss0-
0,1 mg/diiSu

8

Thudc 16 vd
cilc san phAm

thu6c 16;

Thu6c 16 ilii5u

Thu6c 16-Xirc dinh d0

Am Phucrng Ph6P
dirng tt sAy

TCVN 6675:2022 (0,5-50) %

9 Thudc 16 <tiiiu

16 - Xdc
ctinh cacbon mono oxit
trong pha hoi ctia kh6i
thu6c 16 - Phucrng Ph6P
dtrng m|y phan tich
hdng ngo4i kh6ng Phan
thn

TCVN 6678:2000
(ISO 8454:1995)

(0,025-10) %

10 Thu6c 16 diiSu
Thu6c 16 ttitiu - X6c

dinh nicotin trong t6ng
TC\rN 6679:2022
(ISO 10315:2021)

(0,1-39.,6)
mg/tli6u

Ttffi. t6 di6u - xilc
dinh dO 16 dAu - PhAn

1: Phuong Ph6P ding
16ne quay hinh tru l:1997)



TT TGn sin phim
hing h6a

Chi ti6u thfr nghiQm Phucrng ph6p thri Gitfi hpn ilinh
luonre/Pham vi do

hdm luqmg ct 6-t at
lu6ng kh6i chinh

,:

Phuong phrlp sdc ky khi

ll mr A ,, -.tlnuoc la oleu

Thu6c 16 iti6u - X6c
dinh t6ng hdm luqmg
ch6t h4t vd ch6t hat kh6
khdng chrla nicotin
b6ne mdy hft thu6c
phdn tich thdng thulng

TCVN 6680:2008
(ISO 4387:2000)

(1-150) mg
TPM

t2 mr A ,, -.tInuoc la oleu

Thutic 16 di6u - X6c
dinh hem luqng nudc
trong phan ngung tp
kh6i thu6c - Phdn 2:
Phuong ph6p Karl
Fischer

TCVI{ 6936_
2:2001

(rso10362-
2:1994)

l0 ppm - 100 %

l3
Thu0c la vd

, .Asan pnam
thu6c 16

Thu6c 16 vi san phAm

thu6c 16 - Tr& lpc cta
cti6u thu6c vd itQ giarn

^ ,l6p cta cdy ddu lqc -
C6c <li6u kiQn chuin vi
ph6p do

TC\/N 6937:2008
(ISO 6565:2002)

D6n: 500 mm
HzO

t4
Thudc la vd

.Acac san pnam
thu6c 16

Thu6c 16 vd san phAm
thu6c h X6c dinh
hdm luqng clorua hda
tan

TC\rN 7251:2003 (10-eee) md

t5
Thudc la vd

,7cac san pnam
thu6c 16

Thu6c 16 vi san phAm

thuiSc lA Xirc dinh
hdm luqng nito t6ng sO

TCVN 7252:2003 0,05 o/o

t6
Thudc h vd

,;.cac san pnam
thutic 16

Thu5c 16 vd san phAm
thutic 16 XLc dinh
him luqne nito protein

TC\/N 7253:2003 0,05 yo

t7 Thu6c Ll sgi
Thu5c ki sgi - X6c <tinh

ry le sqi bAng phuong
ph6p sane

TCVN 7259:2003 0,05 0/o

t8 Thudc 16

Thu6c 16 - Xdc dinh
t6ng hAm lugng
alkaloids nhu Nicotin -
Phuong ph6p phdn tich
ddng li6n tgc sti dgng
KSCN/DCIC.

CORESTA
85:2017

0,05 yo

19 Thudc 16

Thu6c 15 - Xdc dinh
him luqng <tuong t6ng
sO - phucrng ph6p ph6n
tich ddng li6n tgc sri
dUng axft hydrochloric

CORESTA
89:2019

0,05 yo
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Phuong phip thtl Gifi hpn tlinh
luong/Pham vi doTT TOn sin phAm

hhne h6a
Chi ti0u thri nghiQm

/p-hydroxy
acid
(PAHBAH)

benzoic
hydrazide

0,05 o/oCORESTA
38:2010

Thui5c 15

X6c dinh ham luqng
dudng khri trong thuiSc

h bAng phuong ph6p
phdn tich ddng li€n tqc

20

(1 - 260) mg
TPM

CORESTA
65:2019Xi gd

Xi gd - X6c <tinh tdng
hdm luqng chdt hat vi
ch6t hat kh6 khdng
chtla nicotin bdng m6y
hrit xi gi phan tich
th6ng thudrng X6c
dinh t6ng hAm lugng
chAt h4t vi chudn bi
cho phdp do nudc vi
nicotin.

2t

(0,1 - 39.,6)mgl
di0u l

CORESTA
66:2020

Xi gd X6c dinh
nicotin trong lu6ng
kh6i chinh ctia xi gd

bang phdn tich s6c hi
khi.

22 Xi gd

(0,1 - lo)%CORESTA
68:2020

Xi gd X6c dinh
cacbon mono oxit trong
luOng kh6i chinh cria xi
ge bAng phdn tich hdng

ngoai kh6ng phanl6n

23 Xi gd

3,16 ccllDgQTKT: 04-2009
Quy trinh ky thuat.-
X6c <linh <tQ cli6n il6y
sqi VTI

24 Thu6c 16 sgi

V
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